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Committee; Notice of Meeting

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

This notice announces a forthc mmg meetmg of a pubhc adv1sory

committee of the Food and Drug Admlmstratlon (FDA). The meetmg will be
open to the public.

Name of Committee:Pediatﬁiégﬂﬁ?ﬂlqu Subcommittee of the Oncologic
Drugs Advisory Committee. ’ o

General Function of the Coﬁhiittee" T’d provide advice and o

Date and Time: The meeting W111 be held on ]uly 15 2003, from 8 a.m.
to 4:30 p.m.

Location: Center for Drug EVéluation, and Research(CDER) Cénference, B
Room, rm. 1066, 5630 Fishers Lane, Rockville, MD. | |

Contact Person: Thomas H. Pfere‘z CDER (HFD——Zl), Food and Drug “
Administration, 5600 Fishers Lane (for express delivery, 5630 Flshers Lane,
rm. 1093), Rockville, MD 20857, 301—-827—6758 e-mail: PerezT@cder fda gov

or the FDA Advisory Committee. Informatlon Line, 1- 800——741—8138 (301-—443—"‘

0572 in the Washington, DC area) code 12542. Please call the Informatlon Lipe

for up-to-date information on thls meetmg Background matenals for thls - ' ”
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meeting, when available, will be p?osted onFDA’s Web 51te 1-busrness day

before the meeting at www.fda. gov/ohrms/dockets/ac/acmenu htm

Agenda: The subcommittee Wlll discuss the followmg toplos (1)
Pharmacogenetic testing for thlopurlnernethyltransferase defrorenoy in patients
for whom treatment ,With,‘6,,:§,II}JQI,§§1EP'[0PUITin8 is being considered; and (2)

overcoming challenges in pediatrio oncology product developrnent: regulatory

oversight of multinational chmoal studies.

Procedure: Interested persons may present data, 1nformatlon or views,

orally or in writing, on issues pen;dmg before the sub,commltt@eg,, Written o - -

submissions may be made to the otmtaot person by July 7, 2003. Oral
presentatlons from the public wrll be scheduled betweenﬂapproxrmately 10
presentation may be limited. Those desiring to make formal oral presentatlons
should notify the contact person before July 7, 2003, and subrnlt a brlef

statement of the general nature of the evidence or arguments they wish to

present, the names anﬂd.,addresses; of proposed partlclpants, and an indication
of the approximate time requested to make their presentatron

Persons attendlng FDA'’s adVlSOI’y commlttee ‘meetings are adv1sed that the
agency is not responsible for promdmg access to electrlcal outlets. |

FDA welcomes the attendance of the pubho at its adv1sory oommrttee

meetings and will make every effort to. acoommodate persons w1th physical
disabilities or special needs. If you requlre specral aocommodatrons due to a.
disability, please notify Thomas Perez at least 7 days in advance of the |

meeting.



Notice of this meeting is givelﬁl‘ under the Federal Advisory Committee Act

(5 U.S.C. app. 2).

Dated: é’/nyj‘/o}

June 23, 2003
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